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DETAILED ACTION 
Priority 

1 . Applicant's claim for the benefit of the prior-filed intemational application under 35 
U.S.C. 365(c) is acknowledged. It is noted that this application appears to claim subject matter 
disclosed in prior Application No. PCT/JP05/01454, filed 2 February 2005. A reference to the 
prior application must be inserted as the first sentence(s) of the specification of this application 
or in an application data sheet (37 CFR 1.76), if applicant intends to rely on the filing date of 
the prior application under 35 U.S.C. 1 19(e), 120, 121, or 365(c). See 37 CFR 1.78(a). For 
benefit claims under 35 U.S.C. 120, 121, or 365(c), the reference must include the relationship 
(i.e., continuation, divisional, or continuation-in-part) of all nonprovisional applications. If the 
application is a utility or plant application filed under 35 U.S.C. 1 1 1(a) on or after November 29, 
2000, the specific reference to the prior application must be submitted during the pendency of the 
application and within the later of four months from the actual filing date of the application or 
sixteen months from the filing date of the prior application. If the application is a utility or plant 
application which entered the national stage from an intemational application filed on or after 
November 29, 2000, after comphance with 35 U.S.C. 371, the specific reference must be 
submitted during the pendency of the application and within the later of four months from the 
date on which the national stage commenced under 35 U.S.C. 371(b) or (f) or sixteen months 
from the filing date of the prior application. See 37 CFR 1.78(a)(2)(ii) and (a)(5)(ii). This time 
period is not extendable and a failure to submit the reference required by 35 U.S.C. 1 19(e) and/or 
120, where applicable, within this time period is considered a waiver of any benefit of such prior 
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application(s) under 35 U.S.C. 1 19(e), 120, 121 and 365(c). A benefit claim filed after the 
required time period may be accepted if it is accompanied by a grantable petition to accept an 
unintentionally delayed benefit claim under 35 U.S.C. 119(e), 120, 121 and 365(c). The petition 
must be accompanied by (1) the reference required by 35 U.S.C. 120 or 1 19(e) and 37 CFR 
1.78(a)(2) or (a)(5) to the prior application (unless previously submitted), (2) a surcharge under 
37 CFR 1 .17(t), and (3) a statement that the entire delay between the date the claim was due 
under 37 CFR 1.78(a)(2) or (a)(5) and the date the claim was filed was unintentional. The 
Director may require additional information where there is a question whether the delay was 
unintentional. The petition should be addressed to: Mail Stop Petition, Commissioner for 
Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450. 

If the reference to the prior application was previously submitted within the time period 
set forth in 37 CFR 1.78(a), but not in the first sentence(s) of the specification or an application 
data sheet (ADS) as required by 37 CFR 1.78(a) (e.g., if the reference was submitted in an oath 
or declaration or the application transmittal letter), and the information concerning the benefit 
claim was recognized by the Office as shown by its inclusion on the first filing receipt, the 
petition under 37 CFR 1.78(a) and the surcharge under 37 CFR 1.1 7(t) are not required. 
Applicant is still required to submit the reference in compliance with 37 CFR 1.78(a) by filing an 
amendment to the first sentence(s) of the specification or an ADS. See MPEP § 201 . 1 1 . 

Applicant's claim for the foreign priority of the prior-filed Japanese application under 35 
U.S.C. 1 19(a)-(d) or (f) is acknowledged, as well. However, Applicant cannot at this time rely 
upon the foreign priority papers to overcome the below rejections because a translation of said 
papers has not been made of record in accordance with 37 CFR 1.55. See MPEP § 201.15. 
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Claim Rejections - 35 USC § 112 First Paragraph 
The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 

and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

2. Claims 1-21 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

The term "Solvate" essentially describes a derivative of a compound and a solvent. The 
formation of solvates is highly unpredictable. Vippagunta, et al.. Crystalline Solids, 48 Adv. 
Drug Del. Rev. 3 (2001). The examiner asserts that the lack of written description does not 
arise from the compovmd per se as recited in the instant claims; rather, it arises from the failure 
of the specification to provide a reasonably representative set of solvates or, in the alternative, 
solvents which could be expected to form such solvates. 

The first paragraph of 35 USC 112 requires that the specification contain a written 
description of the invention. Accordingly, where a particular compound has not been specifically 
named or "otherwise exemplified," one is left to select from mere possibilities encompassed by 
the broad disclosure, with no guide indicating or directing that this particular selection should be 
made rather than any of the many others which could also be made. In re Ruschig, 154 USPQ 
118, 122 (CCPA 1967). As elaborated by the court: 
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Specific claims to single compounds require reasonably specific supporting disclosure and while 
we agree with the appellants, as the board did, that naming is not essential, something more than 
the disclosure of a class of 1000, or 100, or even 48, compounds is required. Surely, given time, a 
chemist could name (especially with the aid of a computer) all of the half million compounds 
within the scope of the broadest claim, which claim is supported by the broad disclosure. This 
does not constitute support for each compound individually when separately claimed. (Id.) 

Here, the instant claim broadly recites a compound which is only nominally identified by 

the term "solvate," but defines the term with neither specific solvents nor specific structures of 

the solvates to be obtained. The only solvents particularly described by the instant specification 

are those set forth at page 20, lines 22-23 of the specification as originally filed ("alcohol" and 

water); no others are "specifically named or otherwise exemplified." Accordingly, the claimed 

subject matter is not adequately described by the specification as originally filed to permit a 

conclusion that the applicants were in possession of the genus of "solvates" as claimed in the 

instant application. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the basis 
for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was laiown or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention tliereof by tlie applicant for a patent. 

3. Claims 1-10 are rejected mder 35 U.S.C. 102(a) as being anticipated by Intemational 
Patent Application Publication WO2004/024693 (hereinafter "Murai"). 

The above referenced Intemational Application was published in a language other than 
English; for the purposes of the examination, the examiner will refer to the U.S. Patent 
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Application Publication 2006/0128669, which is the publication of the U.S. National Stage entry 
of the International Application as a valid translation thereof. 

Murai discloses heterocyclic compounds having inhibitory activity against HIV ititegrase. 
(Abs.) In particular, the compound of Formula V possesses the core Napthyridine system of the 
instant claims, and where substituent R2 is hydrogen, Y is a hydroxy group, and substituents Rl, 
R29, and RA are as described, particularly by compound A- 160. (Para. 1940). Additional 
compounds reading on the instant claims are listed in paragraphs 2048, and 2087-2091. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A palcnl may not be obtained though the invention is not identically disclosed or described as set forth in 
section 1 02 ol' this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 (1966), 

that are applied for establishing a background for determining obviousness under 35 

U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

4. Claims 1-21 rejected under 35 U.S.C. 103(a) as being obvious over International Patent 



Application Publication WO2004/024693 ("Murai"). 
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The applied reference has a common assignee with the instant application. Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art only under 35 U.S.C. 
102(e). This rejection under 35 U.S.C. 103(a) might be overcome by: (1) a showing under 37 
CFR 1.132 that any invention disclosed but not claimed in the reference was derived from the 
inventor of this application and is thus not an invention "by another"; (2) a showing of a date of 
invention for the claimed subject matter of the application which corresponds to subject matter 
disclosed but not claimed in the reference, prior to the effective U.S. filing date of the reference 
under 37 CFR 1.131; or (3) an oath or declaration under 37 CFR 1.130 stating that the 
application and reference are currently owned by the same party and that the inventor named in 
the application is the prior inventor under 35 U.S.C. 104, together with a terminal disclaimer in 
accordance with 37 CFR 1 .321(c). This rejection might also be overcome by showing that the 
reference is disqualified under 35 U.S.C. 103(c) as prior art in a rejection under 35 U.S.C. 
103(a). See MPEP § 706.02(1)(1) and § 706.02(1)(2). 

Murai discloses heterocyclic compounds having inhibitory activity against HIV integrase. 
(Abs.) In particular, the compound of Formula V possesses the core Napthyridine system of the 
instant claims, and where substituent R2 is hydrogen, Y is a hydroxy group, and substituents Rl, 
R29, and RA are as described, particularly by compound A- 160. (Para. 1940). Additional 
compounds reading on the instant claims are listed in paragraphs 2048, and 2087-2091 . Murai 
additionally indicates that any of the compounds previously described in the specification may 
be incorporated into pharmaceutical formulations according to the exemplary formulations put 
forth in paragraphs 2126-2143, however Murai does not particularly incorporate any of the above 
compounds into a composition. 
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That being said, however, it must be remembered that "[w]hen a patent simply arranges 
old elements with each performing the same function it had been known to perform and yields no 
more than one would expect from such an arrangement, the combination is obvious." KSR v. 
Teleflex, 111 S.Ct. 1727, 1740 (2007)(quoting &A:ra/i/a v. A.G. Pro, 425 U.S. 273, 282 (1976)). 
"[W]hen the question is whether a patent claiming the combination of elements of prior art is 
obvious," the relevant question is "whether the improvement is more than the predictable use of 
prior art elements according to their established fimctions." {Id.). Addressing the issue of 
obviousness, the Supreme Court noted that the analysis under 35 USC 103 "need not seek out 
precise teachings directed to the specific subject matter of the challenged claim, for a court can 
take account of the inferences and creative steps that a person of ordinary skill in the art would 
employ." KSR at 1741 . The Court emphasized that "[a] person of ordinary skill is. . . a person of 
ordinary creativity, not an automaton." Id. at 1742. 

Consistent with this reasoning, it would have obvious to have selected any of the various 
compounds described by the above paragraphs of Murai and incorporated them into 
pharmaceutical compositions as directed by paragraphs 2126-2143 of the same, to arrive at 
compositions "yielding no more than one would expect from such an arrangement." 

Double Patenting - Nomtatutory 

The nonstatutory double patenting rejection is based on a judicially created doctrine grounded in 
public pohcy (a policy reflected in the statute) so as to prevent the unjustified or improper 
timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
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is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fiilly comply with 37 CFR 
3.73(b). 

5. Claims 1-21 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1, 4, and 7-12 of U.S. Patent No. 7,358,249. 
Although the conflicting claims are not identical, they are not patentably distinct from each other 
because the subgenera claimed in the instant application fall within the genus claimed in the '249 
Patent. 
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Conclusion 

No Claims are allowable. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sean Basquill whose telephone number is (571) 270-5862. The 
examiner can normally be reached on Monday through Thursday, between SAM and 6PM. 

If attempts to reach the examiner by telephone are unsuccessfril, the examiner's 
supervisor, Frederick Krass can be reached on (571) 272-0580. The fax phone number for the 
organization where this appUcation or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EEC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Sean Basquill 
Art Unit 1612 

/Brandon J Fetterolf/ 

Primary Examiner, Art Unit 1642 



